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 SERVICE SPECIFICATIONS
	Service Specification No. 
	

	Service
	Supply of Varenicline (Champix®) Tablets 500mcg and 1mg by registered community pharmacists for 

smoking cessation / management of nicotine withdrawal for adults engaged with the Isle of Wight Stop Smoking Service (currently the Isle of Wight Wellbeing Service)

	Commissioner Lead
	Lauren Stott

	Provider Lead
	

	Period
	

	Date of Review
	


	1.  Population Needs



	1.1 National/local context and evidence base
Smoking is the most important cause of preventable ill health and premature mortality in the UK. Smoking is a major risk factor for many diseases, such as lung cancer, chronic obstructive pulmonary disease (COPD) and heart disease. It is also associated with cancers in other organs, including lip, mouth, throat, bladder, kidney, stomach, liver and cervix.

Varenicline (Champix®)
Varenicline is an effective drug treatment to aid smoking cessation. This specification is for the provision of Varenicline (Champix®) within a community pharmacy setting only.
1.2 National Policy Drivers: 

National Policy

National Tobacco Control Plan for England (2017)

NICE guidelines

NICE guidance NG92Stop smoking interventions and services | Guidance and guidelines | NICE  

NICE’s harm reduction guidelines (2013):

https://www.nice.org.uk/guidance/ph45 

Varenicline NICE guidance http://www.nice.org.uk/guidance/TA123
NCSCT

NCSCT Stop Smoking Service Delivery Guidance (2014): http://www.ncsct.co.uk/publication_service_and_delivery_guidance_2014.php. 

Further information about the NCSCT Training Standard can be found at http://www.ncsct.co.uk/pub_training-resources.php 

PHE
Models of delivery for stop smoking services, September 2017
Smoking in pregnancy

Guidance that covers support to help women stop smoking during pregnancy and in the first year after childbirth can be found at: Smoking: stopping in pregnancy and after childbirth | Guidance and guidelines | NICE
ASH: a review of the challenge: http://ash.org.uk/information-and-resources/reports-submissions/reports/smoking-in-pregnancy-challenge-group-review-of-the-challenge-2018/ 

Reducing Inequalities 

Evidence of reducing inequalities will be available via the NHS Information Centre mandatory reporting dataset where ethnicity and socio-demographics are recorded and reported against smoking cessation outcomes.

1.3 Local Policy Drivers:
· Isle of Wight Health and Wellbeing Strategy for the Isle of Wight 2018-21

· Isle of Wight Public Health Strategy 
· Isle of Wight Joint Strategic Needs Assessment https://www.iow.gov.uk/Council/OtherServices/Isle-of-Wight-Facts-and-Figures/Information-Factsheets-and-Figuresheets 


	2. Aims and Objectives


	2.1 General Overview
This specification sets out a model for the supply of Varenicline (Champix®) by registered community pharmacists, in accordance to the approved Patient Group Directions (PGD), for smoking cessation / management of nicotine withdrawal for adults engaged with the Isle of Wight Stop Smoking Service (currently known as the Wellbeing Service).  

2.2 Aims and Objectives

The aim of the service is to contribute towards providing an effective and safe Isle of Wight Stop Smoking Service that contributes to the reduction in the prevalence of tobacco use and its associated harmful health impact. 
The objective of the service are:

a) To provide access to Varenicline (Champix®) to service users engaged with the Isle of Wight Stop Smoking Service at a community pharmacy of their choice. 
b) To contribute to maximising the number of smokers on the Isle of Wight quitting smoking for life

c) To contribute to reducing the socio-economic gap in smoking prevalence by targeting services to communities of highest smoking prevalence and the greatest number of smokers

d) To reduce smoking related harm by targeting services to those identified as having the potential to benefit most



	3. Scope



	3.1 Location(s) of Service Delivery
Pharmacy stipulated as Provider. 
3.2 Population covered

Isle of Wight residents who smoke aged 18 and over who are engaged with the Isle of Wight Stop Smoking Service.
3.3 Scope

3.3.1 Service Model

3.3.1.1 Varenicline (Champix®): The pharmacy provider is:

· To supply Varenicline (Champix®), in accordance to the locally agreed PGD, to clients referred by the Public Health Isle of Wight Stop Smoking Service who present with valid identification and information matching the details supplied by the Stop Smoking Advisor via PharmOutcomes.

· To record the administration of the supply of Varenicline (Champix®) on the PharmOutcomes system. 

· To liaise with the Isle of Wight Stop Smoking Service regarding issues arising from the dispensing of the Varenicline (Champix®)

· To inform the client’s GP that the client has been issued with Varenicline (Champix®) for their clinical records. Please note this is an automated process on PharmOutcomes Varenicline (Champix®) service.
3.3.1.2 Service Type: The pharmacy contractor is to offer a user-friendly, non-judgmental, client-centred and confidential service.
3.3.1.3 Clients excluded from the PGD criteria: Pharmacists should explain the reason for exclusion and refer patient back to Isle of Wight Stop Smoking Service documenting action that has been taken on PharmOutcomes. 
3.3.1.4 Privacy: The pharmacy should provide a sufficient level of privacy (ideally at the level requirement for the provision of Advanced Services as detailed in The Pharmaceutical Services (Advanced and Enhances Services) (England) Directions 2013 as amended).
3.3.1.5 Records: The Varenicline (Champix®) consultation forms on PharmOutcomes provide a helpful aide memoir to ensure all relevant aspects are covered in the consultation and that only clients who meet the criteria set out in the approved PGD for the supply/administration of Varenicline (Champix®). The pharmacy must maintain appropriate records to ensure effective ongoing service delivery, audit and for payment purposes.  Records will be confidential and must be stored securely and for a length of time in line with the PGD requirements.

3.3.1.6 Data Sharing: Pharmacists may need to share relevant information with other health care professionals and agencies, in line with locally determined confidentiality arrangements, including, where appropriate, the need for the permission of the client to share the information. As the service is commissioned by the Isle of Wight Council, the Isle of Wight Council is the Data Controller of the information collated. 
3.3.1.7 Equality and Diversity: The service will comply with the Equality Act 2010. The service will be delivered in a way that is non-discriminatory and advances equality of opportunity for people from different communities. This applies both to service users and staff. The service will make reasonable adjustments that ensure disabled people have equal opportunities of access to the service and will include provision of interpretation and translation where necessary (including foreign language and British Sign Language if or when appropriate).  

The service will be provided in a safe environment, free from discrimination, where all individuals are treated fairly with dignity and respect. The provider will have an Equality and Diversity policy in place which clearly demonstrates how equality and inclusion are embedded throughout the organisation.

3.3.1.8 Marketing the service: All participating authorised pharmacies to support local and national campaigns on smoking cessation.
3.4 Eligibility to provide the service
A Pharmacy may be accepted for the provision of this service if it has a partner, employee or sub-contractor who has the necessary skills and experience to carry out the contracted service. 

The pharmacy contractor has a duty to ensure pharmacists involved in the provision of the service:

· have relevant knowledge and are appropriately trained in the operation of the service and all records of assessment must be retained by the pharmacy contractor, together with the signed Varenicline (Champix ®) PGD

· all pharmacists must comply with the competency assessment as stated within the locally agreed PGD 
· Declaration of Competence CPPE Stop Smoking’ must be undertaken by all pharmacists providing Varenicline (Champix®) 
All registered pharmacists undertaking this service:

· Sign the approved PGDs for the supply/administration of Varenicline (Champix®) supply and agree to work in accordance with the PGDs

· Must ensure that relevant training stipulated in the PGD and evidence of completion is provided

· Must complete a CPPE “Declaration of Competence”

· Have appropriate indemnity insurance to provide this service

· Be aware of and operate within local protocols

· Reassessment of competence to deliver the Varenicline (Champix®) service is recommended every 3 years 

· Must have a valid Disclosure Barring Check (DBS)

· All pharmacists and registered pharmacy technicians have to complete CPPE safeguarding level 2.

· Comply with the training policy on the Isle of Wight Local Safeguarding Board (http://www.iowscb.org.uk/training) – pharmacists fall within group 2 of staff groups. 

· Participating pharmacies will also be expected to participate in periodic updates, meetings and refresher training as and when required.

3.5 Interdependencies
The Service cannot work in isolation and is required to work with partners to support the delivery of a smoking cessation service. The provider will maintain efficient working relationships with allied services, agencies and stakeholders to enhance the quality of care delivered and ensure the holistic nature of the service.  Specifically, linkages will need to be established and maintained with the Isle of Wight Stop Smoking Service and local general practices. 
3.6 Any activity planning assumptions 

Activity planning will be based on 2019 to 2020 service provision 


	4. Expected Outcomes


	4.1 Public Health Outcomes Framework

The service will support delivery against the Public Health Outcomes Framework measures:

· Smoking Prevalence in adults (18+) - current smokers (APS) 
4.2 Local Outcomes
The Service will also aim to achieve local outcomes:

· Improved access to evidence-based pharmacotherapies to aid smoking cessation

4.3 Key Quality and Performance Indicators
· The pharmacy should review its standard operating procedures and the referral pathways for the service on an annual basis.
· Transactions must be recorded accurately on the PharmOutcomes system
· The pharmacy should be able to demonstrate that pharmacists and staff involved in the provision of the service have undertaken CPD relevant to this service.

· The pharmacy should co-operate with any locally agreed Isle of Wight Council led assessment of service user experience.

· The pharmacy must provide a reliable, regular service and in the event of circumstance changing within the Pharmacy rendering them unable to deliver the service, must contact the Isle of Wight Council (at publichealth@iow.gov.uk or 01983 821000) to allow changes to signposting.
· All requests for Varenicline (Champix®) supply are responded to within 3 working days. 
 

	5.  Applicable Service Standards



	5.1 Applicable national standards
As per section 1.1.
5.2 Applicable local standards
Safeguarding
· The safety and wellbeing of children, young people and vulnerable adults that may access the Integrated Sexual Health Service is paramount.

· The Provider shall comply with the Isle of Wight Safeguarding Adults and Children Board’s policies and procedures:

Isle of Wight Safeguarding Childrens Board:  http://www.iowscb.org.uk/guidance_protocols_and_policies
Isle of Wight Safeguarding Adults Board

https://www.iowsab.org.uk/ 

· The Provider shall have robust child protection and adult safeguarding policies and procedures in place. 

Data Protection

The provider will agree that access to records and documents containing information relating to individual patients treated under the terms of this agreement will be restricted to authorised personnel and that information will not be disclosed to a third party.  Both parties will comply with the General Data Protection Regulations, Caldicott Guardian and any other legislation covering access to confidential patient information.
Professional Body

In addition, staff must be appropriately qualified and hold registration or membership of an appropriate professional body.  The provider will be responsible for ensuring on-going training and registration or membership of appropriate professional bodies.

All healthcare professionals delivering the service will be required to demonstrate their professional eligibility, competence and continuing professional development in order to remain up to date and deliver an effective service. Pharmacists delivering this service must have a valid Disclosure Barring Check (DBS).



	6. Referral, Access and Acceptance Criteria



	6.1 Referral route

The service is required to receive referrals from the Isle of Wight Stop Smoking Service. 

Onward referrals can be made to:

· Isle of Wight Stop Smoking Service

· General Practice
· Other community pharmacies if unable to deliver
6.2 Any acceptance and exclusion criteria and thresholds

Please refer to the locally approved PGD regarding the inclusion and exclusion criteria and thresholds. 

The provider has the right to refuse service provision to the users: 
· In accordance with the locally approved PGD

· whose behaviour is unacceptable to the provider because it is unreasonable, notwithstanding that the judgments in those cases must take into account the mental health of such patients.

6.3 Response time

Clients will be moved to the consultation room upon presentation, to meet with the qualified pharmacist as soon as possible. The consultation if required can be carried out for business continuity purposes via the telephone. If the qualified pharmacist is not available on presentation, the client will be asked to return at an arranged time. 
6.4 Serious Incidents

All serious untoward incidents must be reported to the local authority within 2 working days of the incident. The service must then provide an outlined report of the incident and its outcome within 45 days of notification of the incident.

Contact details for Public Health are E: publichealth@iow.gov.uk or on T: 01983 821000.



	7. Monitoring



	The service will be monitored through Pharmoutcomes. 



	8.  Self-Care and Patient and Carer Information


	Providers must provide appropriate patient and carer information as relevant for the patient’s condition / complaint.  Where appropriate, and to ensure ease of use and understanding by patients and carers, this information shall be provided in languages other than English and in formats other than written documentation.



	9. Prices and Costs



	9.1 Price

Payment for varenicline (Champix ®) will be made monthly, in arrears based on activity recorded on the PharmOutcomes system. Payment will only be made via this process.  No other payment method or request for payment can be accepted.
Payment will consist of:

Basis of Contract

Unit of Measurement

Price (excluding VAT)
Activity
Varenicline (Champix ®) at the shown cost on the DMD database plus 5% VAT 

DMD
Activity
Initial Clinical Consultation

£10.00

Activity
Follow-up monitoring and supply contacts (x5)
£4.50 (per follow-up)



